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DETAILED ACTION 

Information Disclosure Statement 

1 . The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other information 
submitted for consideration by the Office, and MPEP § 609.04(a) states, "the list may not be 
incorporated into the specification but must be submitted in a separate paper." Therefore, unless 
the references have been cited by the examiner on form PTO-892, they have not been 
considered. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

3. Claims 17-19 and 29 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

4. Claim 17 recites the limitation "a first end of the guide member" in lines 1 and 2. Prior to 
recitation of this limitation, a first end of a guide member is disclosed in claim 16, a claim from 
which claim 17 depends. It is unclear whether the limitation refers to the first end of the guide 
member previously disclosed or if the limitation intends to introduce another first end of the 
guide member, rendering the claim indefinite. Upon rejection of claim 17, any claim depending 
from claim 17 is also rejected. 
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5. At line 3 of claim 29, the pronoun "its" is used. However, one cannot be certain to what 
the pronoun is intended to refer. Hence, the claim is rendered unclear and indefinite. 

Claim Rejections - 35 USC §102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

7. Claims 1, 2, 8, 9, 16-18, 20-28 and 30-32 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Swartz et al. (U.S. Patent Number 5,715,818). 

In regard to claims 1, 2, 8, 9, 16-18, 20-28 and 30-32, Swartz et al. disclose a system for placing 
a guide member through the wall of a patient's heart so that the guide member extends through a 
coronary vessel and the wall of the heart into the left atrium of the patient's heart (Abstract; col. 
1, lines 63-67; col. 2, lines 1-30). The system comprises an introducer sized and configured for 
placement through a coronary vessel and the wall of a patient's heart into a heart chamber and a 
guide member sized and configured to be positioned in the introducer and placed through the 
coronary vessel and the heart wall into the heart chamber (Figure 2). 




FIG. 4 
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The guide member disclosed by Swartz et al. has a proximal portion adapted to remain outside 
the heart and a distal portion adapted to be passed into and then back out of the heart chamber. 
As the guide member of the Swartz et al. device is passed through the introducer and moves 
through the coronary vessel and the heart wall to a location within the heart chamber. Figure 4 
shows the device and the controller mechanism which is located at the proximal portion of the 
device. The introducer is a hollow sleeve which receives a guide wire. Swartz discloses passing 
the distal end of the guide wire through the introducer into the heart chamber (Figure 2). 



Swartz et al. discloses the introducer of the system and the guide member being configured to 
direct the distal portion of the guide member to a predetermined location within the heart 
chamber upon introducing the guide member into the chamber (col. 7, lines 17-45). The guide 
member is configured for delivery to an internal surface of the left atrium as disclosed by Swartz 
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et al. Upon use of the Swartz et al. system, the device is placed in a patient's heart extending the 
guide wire through a coronary vessel (col. 6, lines 34-67; col. 7, lines 1-16). The guide wire is 
further extended into a heart chamber containing blood and then passed back out the heart 
chamber (col. 3, lines 44-67; col. 6, lines 8-62). 

Claim Rejections - 35 USC §103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

9. Claims 3-7, 10-12, 14, 15 and 19 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Swartz et al. (U.S. Patent Number 5,715,818) in view of Cope et al. (U.S. 
Patent Number 5,776,079). 

In regard to claims 3-7, 10-12, 14, 15 and 19, Swartz et al. disclose the features of the 
Applicant's invention as described above. Swartz et al. do not disclose having a snare device 
adapted to grasp and pull the guide member out of the heart chamber. Cope et al. discloses a 
catheterization apparatus which includes a catheter which introduces a guide wire into a vessel. 
The apparatus further includes an inserter sheath engageable with the catheter to facilitate the 
passage of the guide wire through the catheter (Abstract). Cope et al. also disclose the use of a 
balloon catheter for accessing a vasculature site of interest. Once the apparatus is introduced into 
a vessel, Cope et al. teach the use of a snare device in conjunction with the apparatus to remove 
the apparatus from the vessel in which it is deployed. It would have been obvious to one having 
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ordinary skill in the art at the time the Applicants' invention was made to modify a system and 
method for using a guiding introducer, similar to that disclosed by Swartz et al, to include a 
snare device to retrieve the guide member, similar to that disclosed by Coelho, to provide a 
mechanism which retrieves the device upon adverse events occurring during use which may lead 
to problems for the patient (col. 8, lines 58-67; col. 9, lines 1-18). 

10. Claims 13 and 29 are rejected under 35 U.S.C. 103(a) as being unpatentable over Swartz 
et al. (U.S. Patent Number 5,715,818) in view of Cope et al. (U.S. Patent Number 5,776,079) and 
in further view of Lau et al. (U.S. Patent Number 6,1 13,607). 

In regard to claims 13 and 29, the combined references of Swartz et al. and Cope et al. disclose 
the features of the Applicant's invention as described above. The combined references do not 
specifically disclose a clamp device for locking the delivery device to the guide member. Also, 
although the combination teaches accessing a site within an internal surface of the heart to 
perform a procedure, the combined references do not specifically disclose the conduit 
comprising delivery of a stent. Lau et al. disclose a stent deliver method and system. The 
system comprises a sheath having an outer lumen and an expandable device. Lau et al. further 
disclose a catheter disposed within the outer lumen of the sheath. A stent is mounted on the 
expandable device and upon advancement of the catheter through the vasculature of a patient, the 
stent is expanded into a position at a desired location (col. 2, lines24-47). Lau et al. disclose 
having a Luer locking device to secure the balloon delivery device to the catheter (col. 8, lines 1- 
35). It would have been obvious to one having ordinary skill in the art at the time the Applicants' 
invention was made to modify a system and method for using a guiding introducer, similar to 
that disclosed by the combined references of Swartz et al. and Cope et al, to include a delivery 



Application/Control Number: 10/784,861 Page 7 

Art Unit: 3736 

device secured to the guide member for delivering a stent, similar to that disclosed by Lau et al, 
to provide another method for resolving problems detected within the intravascular structures of 
a patient. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to FANGEMONIQUE SMITH whose telephone number is 
(571)272-8160. The examiner can normally be reached on Mon - Fri 8am - 4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



FS 

/Max Hindenburg/ 
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